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Executive Summary

Rapid growth in regulated MedTech environments creates operational pressure. As
production scales, digital systems expand, and regulatory scrutiny intensifies,
capability gaps can emerge across Quality, Engineering and Manufacturing functions.
Fragmented or reactive training is rarely sufficient to manage this complexity.

This use case illustrates how The Learning Reservoir's structured capability
development methodology can be applied to support scalable upskilling, regulatory
resilience and digital quality integration in a high-growth MedTech organisation.

Important Notice

This document presents an illustrative deployment model demonstrating how the
Five-Stage Capability Development Methodology may be applied within a high-
growth regulated MedTech environment.

Each engagement is tailored to the specific operational context, regulatory
landscape, organisational maturity and strategic priorities of the client organisation.
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Organisational \ ‘

Context

A rapidly scaling global MedTech
manufacturer is expanding production
capacity across multiple shifts while
preparing for increased regulatory scrutiny.

The organisation is experiencing:

 Significant year-on-year production
growth

e Onboarding of a large cohort of new
operators and technicians

e Expansion of an electronic Quality
Management System (eQMS)

* Preparation for FDA and international
regulatory audits

¢ Increasing deviation trends linked to
documentation variability and execution
differences

Capability
inconsistencies

While formal GMP systems are established,
operational strain is exposing capability
inconsistencies across functions and sites.
e Supervisors report uneven understanding of Good
Documentation Practices (GDP).
e Quality Technicians demonstrate variable depth in
root cause investigations.
e Operators require reinforcement in inspection
techniques and critical-to-quality parameters.

* Maintenance teams are transitioning from reactive

to structured preventive maintenance but lack
consistent reliability training.

Audit Risk

The organisation recognises that audit
risk is increasingly linked to execution
capability — not absence of procedures.
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Core
Challenges
Identified

Operational Risks

Capability review identified operational risks including:

* Repeated documentation corrections due to incomplete batch records
CAPAs reopened due to insufficient root cause depth
Inconsistent application of ALCOA+ principles in digital records
Variation in inspection techniques across shifts
Preventive maintenance tasks executed inconsistently

Cross-functional tension

Cross-functional tension was emerging between:
e Manufacturing and Quality regarding deviation ownership
e Engineering and Operations around change control expectations

The risk profile indicated that regulatory exposure stemmed from inconsistent
behavioural execution rather than system absence.
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Capability Qe
Development e
Methodology

To ensure scalable and defensible performance, we follow a rigorous five-stage
methodology. This approach guarantees that capability development is governed,
validated, and directly linked to your site’s most critical business priorities.

DIAGNOSE
The Diagnose phase establishes a factual baseline of current capability and
operational risk exposure. Rather than assuming training needs, this stage

analyses deviation trends, CAPA effectiveness, documentation error patterns,

audit findings and role-based competency gaps.

DESIGN

@ %’ The Design phase translates diagnostic insight into structured, role-specific learning
pathways. Each pathway is aligned to operational risk areas and regulatory
.
v
{/
Z

expectations. Cohort structure, delivery cadence and competency thresholds are
defined at this stage to ensure scalability without operational disruption.

DELIVER

Delivery is executed through phased, cohort-based implementation aligned to
production schedules. Training is not delivered as isolated classroom sessions but as
structured programmes combining facilitated workshops, digital reinforcement and

applied assignments using live operational examples.

EMBED

Embedding ensures newly developed capability is integrated into operational systems
and daily behaviours. This phase links learning outputs directly to live quality

processes, deviation reviews, preventive maintenance systems and supervisory

oversight.
MEASURE
@ Measurement validates that capability uplift is translating into measurable operational

improvement. Metrics defined during the Diagnose phase are tracked over defined

review periods and evaluated within existing Quality Management Review forums.
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DIAGNOISE RESERVOI
The Diagnose phase establishes an evidence-based baseline of operational

capability and regulatory risk exposure. This is not a survey-led assessment; it is a
structured operational review grounded in live quality system data.

To illustrate this in practice, find below the specific diagnostic pillars used to
establish the baseline for this transformation case study

1. Data Review & Trend 2. Artefact Sampling
Analysis

. Randomised batch record review
(sample size defined by production
volume)

. CAPA investigation quality
assessment using structured 8D
scoring criteria

« Change control documentation

« 12-month deviation trend analysis

. CAPA effectiveness and re-open
rate review

« Documentation correction
frequency sampling

. Internal audit observation
categorisation

) ) review
. Prever.mve malntenarTce . €eQMS workflow adherence
compliance trend review analysis
3. Role-Based Capability 4. Competency Snhapshot
Interviews Assessment
« Structured interviews with « Short diagnostic knowledge
Quality Engineers, Supervisors assessment by role
and Maintenance leads . Scenario-based evaluation (e.g,
. Assessment of deviation draft deviation write-up review)
ownership clarity « Identification of systemic vs
. Review of escalation pathways individual capability gaps
« Evaluation of cross-functional
communication consistency
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STEP 2.
DESIGN

The Design phase translates diagnostic findings into structured, role-based
Capability Pathways.

A Capability Pathway is a defined learning and competency progression
framework aligned to a specific role or function. Each pathway contains
sequenced learning modules, applied assignments, defined competency
thresholds and validation criteria.

Pathways are designed to address identified operational risks while ensuring
scalability across sites.

Each pathway includes:
e Defined curriculum modules (workshop + digital reinforcement)
» Applied operational assignments
e Supervisor validation checkpoints
o Competency assessment criteria
e Clear progression milestones

Content is sequenced from foundational compliance understanding to applied

problem-solving capability, ensuring structured skill development rather than
isolated topic exposure.
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STEP 2.
DESIGN -

EXAMPLE PATHWAYS

1.GMP FOUNDATION PATHWAY

Target Cohort: Operators & Technicians
Structure: 4-6 module progression delivered over 6-8 weeks
Modules include:

e Good Documentation Practice (GDP) mastery

e In-process inspection techniques and sampling rationale
e Practical application of Data Integrity (ALCOA+)

e Deviation identification and reporting expectations

Completion Criteria:
e Post-module knowledge validation
e Supervisor-verified documentation exercise
e Applied inspection scenario assessment

2. ADVANCED QUALITY PATHWAY

Target Cohort: Quality Engineers & Quality Technicians
Structure: 5-6 module progression delivered over 8-10 weeks
Modules include:

e Structured Root Cause Analysis (8D methodology)

e CAPA effectiveness and Verification of Effectiveness (VoE)

e Risk-based thinking under ISO 13485

e Audit interview simulation and defence readiness

Completion Criteria:
e Structured deviation investigation submission
e CAPA case review panel assessment

e Competency validation score threshold

3.RELIABILITY & PREVENTATIVE MAINTENANCE PATHWAY

Target Cohort: Maintenance & Engineering Teams
Structure: 4-5 module progression delivered over 6-8 weeks
Modules include:

e Preventive vs reactive maintenance frameworks

e Equipment criticality assessment and prioritisation

¢ GMP-compliant maintenance documentation

e Data-driven maintenance reporting and trend analysis
Completion Criteria:

e Preventive maintenance plan review
e Documentation audit sampling
e Reliability metric interpretation exercise

thelearningreservoir.com Page 9



https://thelearningreservoir.com/

STEP 3. e:f:m
DELIVER HE

Delivery is structured as a phased, cohort-based rollout designed to ensure consistent
capability development at scale.

8Nz e N

Capability Target Structure & X L. %
Pathway Cohort Duration Total o P EIE liElE 9’;
=i
e Good Documentation Practice (GDP) Gn
mastery %
* In-process inspection techniques and . post-module knowledge ﬁ
GMP 4-6 module sampling rationale validation pery
Foundation Operators &  progression e Critical Process Parameter (CPP) » Supervisor-verified
Pathwa Technicians delivered over awareness documentation exercise
s y 6-8 weeks e Practical application of Data Integrity « Applied inspection
(ALCOA+) scenario assessment
e « Deviation identification and reporting
expectations
;ni'irhuoc;(lilrsd I)Qoot Cause Analysis (8D « Structured deviation
Quality 5-6 module ot . e investigation submission
Advanced . . o CAPA effectiveness and Verification of .
. Engineers &  progression . o CAPA case review
ey Qualit delivered over AUSRIEOS (112, anel assessment
Pathway . .y « Risk-based thinking under ISO 13485 . -
Technicians  8-10 weeks . » Competency validation
* eQMS workflow proficiency
. . . . score threshold
 Audit interview simulation and defence
readiness
» Preventive vs reactive maintenance
frameworks * Preventive maintenance
Reliability & . 4-5 module '« Equipment criticality assessment and plan review
; Maintenance . s : :
Preventive & Engineering Prodression prioritisation » Documentation audit
Maintenance T?aams g delivered over « GMP-compliant maintenance sampling
Pathway 6-8 week documentation « Reliability metric

» Data-driven maintenance reporting and interpretation exercise
trend analysis

This structured pathway model ensures capability development is aligned to role-specific
operational risk while remaining scalable across sites and functions.
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STEP 4.
EMBED :

Training is only successful when it becomes a permanent behavior. The Embed phase ensures that
new technical capabilities are not just learned, but integrated into daily operational habits. We focus
on on-the-floor reinforcement to bridge the gap between the classroom and the cleanroom.

1.OPERATIONS REINFORCEMENT IN ACTION

Following rollout, newly trained practices were embedded through real operational application:
Batch record review sessions were conducted using live production documentation to
reinforce GDP expectations.

CAPA investigations were reviewed using structured 8D templates to standardise root cause
depth across teams.

Supervisors incorporated deviation coaching into routine shift management practices.
Preventive maintenance documentation was aligned to revised GMP expectations and
reinforced through audit sampling.

These activities ensured learning translated directly into operational execution.

2.INTEGRATION INTO LIVE SYSTEMS

» Standardised RCA templates were embedded within the eQMS workflow.

» Revised deviation documentation standards were rolled out organisation-wide.

¢ Preventive maintenance checklists were updated and implemented across shifts.
e System prompts reinforced consistent documentation practices.

Embedding capability into existing systems ensured behavioural reinforcement occurred within
normal operational workflows.

3.STRUCTURED REINFORCEMENT CADENCE

 Sustained adoption was supported through defined follow-up mechanisms:
e 30-day operational review sessions assessed early behavioural adoption.

e 90-day targeted audits evaluated consistency across teams.

» Cross-site calibration workshops aligned interpretation of quality standards.

These checkpoints ensured alignment and prevented regression.
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STEP S.
MEASURE

Measurement focused on verifying that capability development translated into sustained operational
improvement rather than shortterm knowledge gain. Evaluation was based on real operational data,
behavioural indicators and competency validation outcomes tracked over defined review intervals.

g\/" Operational Impact Indicators
IIEQ » Deviation trend analysis (repeat occurrence patterns)
6o e CAPA review (root cause depth and effectiveness)

» Batch record sampling (GDP consistency across shifts)
* Preventive maintenance compliance tracking

Shows behavioural adoption in real workflows.

Competency Validation
e Post-programme knowledge assessments
» Applied scenario evaluations (e.g. deviation write-ups)
e Supervisor-verified assignment completion

Confirms role-based capability progression.

/ o) \ Behavioural Consistency Reviews

e 30-day implementation reviews
6v8 * 90-day targeted audits

e Cross-site calibration session

Ensures sustained alignment across
teams and locations.

o O Governance & Reporting

@ Measurement outcomes were reviewed
gﬂ]]_ﬁl within Quality Management Review and
operational governance forums
alongside deviation trends and audit
observations.

Embeds capability tracking within
existing oversight structures.
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Structured @
Capability at Scale crVois

This illustrative case demonstrates how structured capability development can
be implemented at scale within complex manufacturing environments. By aligning
diagnostic insight, structured learning pathways and operational integration,
organisations can build sustainable capability while maintaining consistency
across teams, sites and functions.

Where This Approach Works Best

This structured model is particularly effective where organisations need to:

o UpskKill large, cross-functional workforces

o Align capability across multiple sites

e Support operational or digital transformation initiatives
* Integrate newly acquired teams

e Improve consistency in execution across functions

Why the Model Works

The effectiveness of this approach lies in:
e Structured sequencing across the five stages
e Alignment with real operational workflows
e Reinforcement through governance structures
e Measurement grounded in operational data

Next Steps

This illustrative deployment model can be adapted to specific operational
contexts and organisational priorities.

For further discussion on structured capability rollout:

Contact Us Em!

info@thelearningreservoircom

Website

thelearningreservoir
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Contact Us

About The Learning
Reservoir

We are specialists in building scalable
capability for digital operational
transformation.

By synthesizing decades of Operational
Excellence (Lean/Deming) with modern
digital frameworks, we help organizations in
highly regulated sectors—like MedTech and
Automotive—transition from manual
processes to data-driven, digital cultures.

Email
info@thelearningreservoircom

Website
thelearningreservoir

Location
Claregalway, Galway, Ireland
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